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February 15, 2001

WARNING LETTER

CER~IFIED MAIL
RET~RN RECEIPT REQUESTED Refer to MIN 01-34

Curt Noyes, RT
Execdtive Vice President
Dakota Clinic, Ltd.
1702 S. University Drive
F~go , North Dakota 58108

Dear Mr. Noyes:

Betw-@n December 28, 2000 and Janug- 30. 2001. representatl~-es of the States
of Noi-th Dakota and Minnesota, acting on behalf of the Food and Drug
Administration (FDA) inspected your mobile mammography- facilit]- (FD.A
certification ++214486). The equipment portion of the inspection ~~-ascompleted on
Deceinber 28, 2000. Further inspectional data w-as collected b!- State inspectors
duriqg the pefiod from December 28 ~000’ - Janua~- 30. 2001. at the remote sites

\-isitekibj- this mobile unit. This inspection re~-ealed a serious regulator~- problem

in~.oli-lng the mammography at your facility.

Undelr a United States Federal latv. the Mammograph>- Qualit>- Stanclards .\ct of
19921(NIQSA). your facility must meet specific recluirernents for mammogr:~phj-
These requirements help protect the health of women by assuring that a facilit~-
can perform qualit~. marnmograph]-. Based on the documentation >-our site

pres~nted at the time of the inspection, the follo~ving Le\-el 1 ancl LeIel 2 findings

were Idocumented at your

Le~.el 1 Non-Compliance:

1. I Film processor QC

facility:

records were missing one out of two days of operation In

the month of Auawst 2000 (50°7~). (processor = ~“~~””~-”1~ -~=
VW located at Main X-Ray: Remote site – Menagha. MY. )

The State of Minnesota inspector also reported that on da~-s that the data
did exist, it had reportedly been generated either concurrent w-ith -
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mammography exams or after mammography exfis had’ b~en completed. It
is required that this test be performed prior to processing mammography
films.

REP@ Level2 Non-compli=ce:

2. Based on documentation supplied during (or subsequent) to the inspection,
Interpreting physician ~~ did not meet the continuing

education requirement of having completed a minimum of 15 CME in
mammography in a 36-month period. Documentation indicated only 5.2

hours.

Level 2 Non-Compliances:

3. Based on documentation supplied during (or subsequent to the inspectio~~; .
Interpreting physician ,-n4 I<.~ ~id not meet the cor-.tinuing

experience requirement of ha~-ing interpreted 960 mammography exams in a
24-month period. Documentation indicated O exams.

This item was originally- listed in the Post Inspection Report uncler the
heading “List of Claimed Items. ” No data \vas supplied.

4, On tw-o day-s mammograms [vere processed at the Menagha. JIX. remote site
when the film processor w-as out of limits. (processor = ~-w-%-> ~
~’~%- ~ located at main x-ra>-.) .

5. The Phantom QC test for ]-our mobile /’W/”- mammograph> s}-stem (;ICR

designation = Unit ~ 1) is not adequate because the operating le~-el for the

background densit~- w-as <1.20 OD.

The specific problems noted abo[”e appe:ueci on >-our MQSA Faclllt~ Inspec[lon
Report ~vhich tvas issued to j-our facilit~- follo~~ing the close of the Inspection.

[ndi~-iduals failing to meet either the “Initial” and/or “Continuing”” LIQSA
recluirernents must immediately cease performing marnmographj- indepenc!entl~-.
Conditions for “Duect Supen-ision” of unqualified personnel are specifiec{ in

regulation anti formal FDA policy. Polic!- references may be found at the Internet

adciress belotv. For physicians. ‘“Continuing” recll~irements inclucie both the

number of mammograph~. CM E/24 months anti the number of mammogr~~phj-
mterpretations/36 months. Requirements for re-qualification are listed in the

Final Regulation that became effecti~re on April 28, 1999.

Because these conditions may be symptomatic of serious underl~ring problems that
could compromise the quality of mammography at your facilit~-. the>- represent a
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serious violation of the law which may resultinFDA t~ng rqydatov action
without further notice to you. These actions include, but are not limited to, placing

your facility under a Directed Plan of Correction, charging your facility for the cost
of on-site monitoring, assessing civil money penalties up to $10,000 for each
failure to substantially comply with, or each day of failure to substantially comply
with, the Standards, suspension or revocation of your facility’s FDA certificate, or
obtaining a court injunction against further mammography.

It is necessay for you to act on this matter immediately. Please explain to this
office in writing within 15 working days from the date you received this letter:

● the specific steps you have taken to correct all of the violations noted in this
letter;

● each step your facility is taking to prevent the recurrence of similar \-iolations:
● equipment settings (including technique factors), ratv test data, and calculated

final results, where appropriate; and
● sample records that demonstrate proper record keeping procedures if the

findings relate to qualit>- control or other records.

Please submit your response to Thomas W. Gavin, Radiological Health Specialist.
Food and Drug Administration. 2675 No. h[a~fa.ir Road, Suite 200.” N1ilfvaukee, WI

53226-1305.

Finally. you should understand that there are man~- FDA requirements pertaining
to mammograph~-. This letter pertains only to findings of j-our inspection and does

not necessarily address other obligations you hat-e under the lau-. You ma]- obtain
general information about all of FDA’s requirements for mammograph~” facilities b\-
.J

contacting the Mammograph}- Qu~alit~-Assurance Program, Food and Drug
.%dministration, P.O. Box 6057, Columbia, MD 21045-6057 ( 1-800 -83S-77 15) or
through the Internet at http:// www.fda.gov/c drh/mammography/ inde.~. h~m[.

If you ha~-e specific questions about m~ammography facilit>- requirements or about

the content of this letter please feel free to phone Mr. Gan-in at (4 14) 771-7167
ext. i2.

Sincerel>-,

[ Director
Minneapolis District


